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; FOREWORD
1) The International %hnical Commission (IEC) is a worldwide organization for standardization comprising

all national electroteghnigal committees (IEC National Committees). The object of IEC is to promote
international co-operati all questions concerning standardization in the electrical and electronic fields. To
this end and in addition@ther activities, IEC publishes International Standards, Technical Specifications,
Technical Reports, Publfel ailable Specifications (PAS) and Guides (hereafter referred to as “IEC
Publication(s)”). Their preparatioh is entrusted to technical committees; any IEC National Committee interested
in the subject dealt with m rticipate in this preparatory work. International, governmental and non-
governmental organizations liatsing wfth the IEC also participate in this preparation. IEC collaborates closely
with the International Organizati(/@ Standardization (ISO) in accordance with conditions determined by

agreement between the two organi S.
2) The formal decisions or agreements of | n technical matters express, as nearly as possible, an international
consensus of opinion on the relevant ects since each technical committee has representation from all

interested IEC National Committees.

3) IEC Publications have the form of recom tions for international use and are accepted by IEC National
Committees in that sense. While all reason f‘forts are made to ensure that the technical content of IEC
Publications is accurate, IEC cannot be held rgsponsible for the way in which they are used or for any
misinterpretation by any end user.

4) In order to promote international uniformity, IEC ional Committees undertake to apply IEC Publications

transparently to the maximum extent possible in th ational and regional publications. Any divergence
between any IEC Publication and the corresponding n @ or regional publication shall be clearly indicated in

the latter.
5) IEC itself does not provide any attestation of conformity. ependent certification bodies provide conformity
assessment services and, in some areas, access to |[EC s of conformity. IEC is not responsible for any

services carried out by independent certification bodies.
6) All users should ensure that they have the latest edition of this ion

members of its technical committees and IEC National Committees f personal injury, property damage or
other damage of any nature whatsoever, whether direct or indirec costs (including legal fees) and
expenses arising out of the publication, use of, or reliance upon, thHisNJEC Publication or any other IEC

Publications. ﬁ

8) Attention is drawn to the Normative references cited in this publication. Us e referenced publications is
indispensable for the correct application of this publication.

7) No liability shall attach to IEC or its directors, employees, servant ents including individual experts and
an
)

9) Attention is drawn to the possibility that some of the elements of this IEC Pub( may be the subject of
patent rights. IEC shall not be held responsible for identifying any or all such patenteri

The main task of IEC technical committees is to prepare International Standagds. However, a
technical committee may propose the publication of a technical report wh has collected
data of a different kind from that which is normally published as an Internati ﬁandard, for
example "state of the art".

IEC 60601-4-4, which is a technical report, has been prepared by a Joint Work@ up of
subcommittee 62A: Common aspects of electrical equipment used in medical praglices of
IEC technical committee 62: Electrical equipment in medical practice, and ISO subcommi

SC 3: Lung ventilators and related equipment, of ISO technical committee 121: Anaesthgtic
and respiratory equipment.
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The text of this technical report is based on the following documents:

Enquiry draft Report on voting

) 62A/1186/DTR 62A/1197/RVDTR

*
FU|® ation on the voting for the approval of this technical report can be found in the
report &oting indicated in the above table.

This docu as been drafted in accordance with the ISO/IEC Directives, Part 2.

A list of all par@ the IEC 60601 series, published under the general title Medical electrical
equipment, can ound on the IEC website.

Terms used throug@his document that have been defined in Clause 3 appear in SMALL

CAPITALS. ®

In this document, the conju “or” is used as an “inclusive or” so a statement is true if any
combination of the condition&sﬁrue.

The committee has decided tha\tﬁ contents of this document will remain unchanged until the
stability date indicated on the IEC wehlsite under "http://webstore.iec.ch" in the data related to
the specific document. At this date, document will be

e reconfirmed, 0

e withdrawn, ’ ®

e replaced by a revised edition, or
*

e amended. /®


http://webstore.iec.ch/
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INTRODUCTION

01 or ISO 80601 series of standards that there is inconsistency in the references to
ALA SYSTEM-related requirements. This inconsistency is especially challenging for
MAN )‘I‘URERS whose products have multiple applicable particular standards.

It has become apparent in reviewing various particular standards in the IEC 60601 and
Ilgpéb

This doeument was generated to address this problem by providing model language, with
examples, @ gommon ALARM SYSTEM-related requirements that have been needed in existing
particular stamdards. It is hoped that writers of particular standards will use this model
language wh 9 ARM SYSTEM-related requirements need to be provided in these standards.

This document o@ins 13 recommendations, numbered 1 to 13 (see Table 1). All these
recommendations ?sed upon |IEC 60601-1-8:2006 and IEC 60601-1-8:2006/AMD1:2012.

The numbering of &£lalses and subclauses of this document corresponds to that of
IEC 60601-1-8:2006 C 60601-1-8:2006/AMD1:2012 with the prefix “208” (e.g. 208.1 in
this document addr the content of Clause 1 of IEC 60601-1-8:2006 and
IEC 60601-1-8:2006/AMD? ). Similarly, IEC 60601-1:2005 and IEC 60601-
1:2005/ AMD1:2012 are in E%gd with the prefix “201” (e.g. 201.4 in this document addresses
the content of Clause 4 of | 01-1:2005 and IEC 60601-1:2005/AMD1:2012). Changes to
the rationale for a clause @subclause are indicated with the prefix "Subclause"”
(e.g. Subclause 208.6.8.5 indicates rationale for Subclause 208.6.8.5).

The changes to the text are specifie; by Se use of the following words:

"Replacement" means that the clause or lause of the reference is replaced completely by
the text of this document.
L.

"Addition" means that the text of this docu is additional to the requirements of the
reference.
"Amendment" means that the clause or subclause e reference is amended as indicated

by the text of this document. 0
>
%
‘x
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MEDICAL ELECTRICAL EQUIPMENT -

writers of particular standards when creating

)\ Part 4-4: Guidance and interpretation — Guidance for
6 alarm system-related requirements

1.1  Scope :Q
This document is irfle d to assist writers when drafting ALARM SYSTEM-related requirements
for particular standard he IEC 60601 and IEC 80601 or ISO 80601 series of standards.

1.2 Object O

The object of this documengs‘ *encourage consistent references to ALARM SYSTEM-related
requirements when introdu those requirements to particular standards. This is
accomplished by providing su sted model language, with examples, for common ALARM
SYSTEM-related requirements. Eac he recommendations is based upon text that has been
used in existing particular standar he expectation is that this model language will be used
when ALARM SYSTEM-related requirem%re needed in particular standards.

The collateral standard for ALARM SYST(‘ IEC 60601-1-8, contains the horizontal ALARM
SYSTEM-related requirements for ME EQUIPI\’@ nd ME SYSTEMS. The recommendations in this
document are intended to aid the writers of pﬁe lar standards when referencing IEC 60601-
1-8:2006 and IEC 60601-1-8:2006/AMD1 :2012/

2 Normative references é

The following documents are referred to in the text @' a way that some or all of their
content constitutes requirements of this document. For ed references, only the edition
cited applies. For undated references, the latest edition of ferenced document (including

any amendments) applies. ®

IEC 60601-1:2005, Medical electrical equipment — Part 1: Gefferal, requirements for basic
safety and essential performance /

IEC 60601-1:2005/AMD1:2012

IEC 60601-1-8:2006, Medical electrical equipment — Part 1-8: General ri ifements for basic
safety and essential performance — Collateral standard: General requiremgnts, tests and
guidance for alarm systems in medical electrical equipment and medical rical systems
IEC 60601-1-8:2006/AMD1:2012

IEC 60601-2-27:2011, Medical electrical equipment — Part 2-27: Particular requi ts for
the basic safety and essential performance of electrocardiographic monitoring equipme

IEC 60601-2-34:2011, Medical electrical equipment — Part 2-34: Particular requireme’rgj%r
the basic safety and essential performance of invasive blood pressure monitoring equip t

ISO 23328-1:2003, Breathing system filters for anaesthetic and respiratory use — Part 1: Salt
test method to assess filtration performance
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ISO 80601-2-12:2011, Medical electrical equipment — Part 2-12: Particular requirements for
basic safety and essential performance of critical care ventilators

I/S%O601-2-55:2011, Medical electrical equipment — Part 2-55: Particular requirements for
the ic safety and essential performance of respiratory gas monitors
*

ISO 80604-2-61:2011, Medical electrical equipment — Part 2-61: Particular requirements for
basic safety and essential performance of pulse oximeter equipment

ISO 80601;- 2015, Medical electrical equipment — Part 2-72:Particular requirements for
basic safet essential performance of home healthcare environment ventilators for
ventilator-depefident patients

3 Terms and dﬂ@ons

For the purposes of thi ument, the terms and definitions given in IEC 60601-1:2005 and
IEC 60601-1:2005/AMD1: IEC 60601-1-8:2006 and IEC 60601-1-8:2006/AMD1:2012,
IEC 60601-2-27:2011, IE 601-2-34:2011, SO 23328-1:2003, SO 80601-2-12:2011,
ISO 80601-2-55:2011, ISO w2-61:2011 and ISO 80601-2-72:2015 apply.

ISO and IEC maintain terminol%éz:a databases for use in standardization at the following
addresses:

e |EC Electropedia: available at http: w.electropedia.org/
e |SO Online browsing platform: availabb%http://www.iso.org/obp
NOTE An index of defined terms is found beginning ﬁe 22.

*

4 Overview /®

Table 1 provides an overview of the recommendat@ﬂn this document listed in the order of
the subclauses of the collateral standard, IEC 60601-1-8:2006 and
IEC 60601-1-8:2006/AMD1:2012.

In these recommendations, text in a field with O

e square brackets [ ] represents where the writers should cht@ En appropriate phrase.
e curly brackets { } represents a field where the choices are”li inside the brackets or
later in the text.

%
©
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